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Commissioner for Patents 
Washington, DC 20231 

Sir: 

Applicant respectfully submits this Information Disclosure Statement pursuant to 37 
C.F.R. §§1.97 and 1.98 in order to comply with the duty of disclosure under 37 C.F.R. §1.56. 
The Examiner's attention is directed to the documents listed on the enclosed Form PTO-1449. 

It is respectfully requested that the above information be considered by the Examiner 
and that a copy of the enclosed Form PTO-1449 be returned indicating that such information has 
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United States Postal Service with sufficient postage as first class mail in an 
envelope addressed to: Commissioner for Patents, Washington, D.C. 20231, 

on (Date) March /«2,.2Q02 

Typed or printed name of person signing this certificate: 
Beatrice Cahn 
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been considered. Applicants respectfully request that the Examiner make these citations of 
record in the subject application. 

This Information Disclosure Statement is being submitted prior to receipt of a first 
Office Action on the merits. Therefore, no fee is deemed necessary. However, if any fee 
is required, authorization is hereby given to charge the amount of such fee to Deposit 
Account No. 19-4709. 

Early and favorable action is earnestly solicited. A 



Registration Np. 36,120 
Attorney for Applicant 
STROOCK & STROOCK & LAVAN LLP 
180 Maiden Lane 
New York, New York 10038 
(212) 806-5400 
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Allen, Paul V. et al. Determination of Release Limits: A General Methodology, 
PHARMACEUTICAL RESEARCH. Vol. 8, No. 9 (1991) pp. 1210-1213. 






Shein-Chung Chow et al Statistical Design And Analysis In Pharmaceutical Science: Validation, 
Process Controls, And Stability, pp. 5-21, 41-56 (New York: Marcel Dekker, Inc.). 1 






Chen, James J.; Hwang, Jing-Shiang; Tsong, Yi: Estimation Of The Shelf Life Of Drugs With 
Mixed Effects Models, JOURNAL OF BIOPHARMACEUTICAL STATISTICS 5(1) (1995) pp 
131-140. 






Wang, Wei: Instability, Stabilization, And Formulation Of Liquid Protein Pharmaceuticals, 
INTERNATIONAL JOURNAL OF PHARMACEUTICS. 185 (1999) pp. 129-188. 
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♦EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to applicant Sheet 1 Of 1 
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